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ATTACHMENT 2 

CURRENT PRODUCT LABELLING 
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I. USA : Labeling for FLORASTOR dietary supplement 
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II. Packaging for countries included in TEA submission 
(December 2003) 
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BELGIUM 

Copy of Labeling 
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50 Capsules 
SO Kdiieln 

2031’305 
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PERENTEROL@ 
Saccharomyces boulardii 

50mg 

50 capsules 

For diarrhea 

16410/03 

. . 
2 
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Store at room 
temperature (152YC) PERENTEROL@ 

Saccharomyces boulardii BAR CODE 

5Omg 
0818-005 

OTC 

Swallow capsules with For diarrhoea 
a glass of water 

50 capsules 

Keep out of the reach 
of children 

Batch : Exp. 

Formula 
Saccharomyces boulardii 50 mg 
Excipients q.s. 1 cap. 
152 IS 127 F4 

Oral route 
SA BIODIPHAR NV 

Brussels B-l 180 - Belgium 

PERENTEROL” 
Saccharomyces boulardii 

50% 

50 capsules 

PERENTEROL@ 
Saccharomyces boulardii 

50 mg 

For diarrhoea 

50 capsules 

Oral route 

SA BIODIF’HAR NV 



PERENTEROC 
Smharmyces boulordri 

50 Capsules 
50 Kapseln 

EX 

ulasdq OS 
sapsdq OS- 
saplfg OS 6W 

07 
yyq ra2homymo~ 

JOt131N3t13d 

lllllllllllllllllllllllllllllllllll PERENTEROC 
0818-005 

Socchommyces Ooulordir 

Formula 
Soccharomycerboulordllsomg 50 
Ercip~ens q s pro gel un 

Lo Dldrrh6e 
car@ ,A 

m9 

152 IS 127F4 
Gfl lyy5 

eda” 
50 GQlules 

50 Capsules 
50 Kapseln 

vole orale 
si. BIOD orate toedlenng 

B-1180BRUXE ZumErnehmen 

2D310/05 
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FRANCE 

Cow of Labeling 
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I&R 
C.FI. 

i N” lot : Ut. av. 
1 

t 

2 135104 
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ULTRA-LEVUFtE 
Saccharomyces boulardii 

50 CAPSULES 
. . 
!2 
(El 

Indications: This medicine is indicated in the adjuvant symptomatic treatment B 
of diarrhoea in adults and children over 6 years of age, in addition to 5 
rehydration. 

Composition: lyophilised Saccharomyces boulardii 56.5 mg (mixture of 50 mg 
of lyophilised yeast cells and 6.5 mg of lactose) per capsule. 

B a 
5 Oral route: Marketing Authorisation No. : 325 988.6. z 
2 Keep away from damp and heat, out of the reach of children. % 

F i 
- Laboratoires BIOCODEX - 19 Rue Barb&s, 92 120 MONTROUGE, France 
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Composition: 
Lyophilised Saccharomyces boulardii 
56.5 mg (mixture of 50 mg of 
lyophilised yeast cells and 6.5 mg of 
lactose) per capsule. 

ULTRA-LEVURE 
Saccharomyces boulardii 

List of excipients with known 
effect: 
Sucrose. 

Marketing Authorisation No.: 
325 988.5. 

CAPSULES 

BAR CODE 
*3259885* 

Indications: 
This medicine is indicated in the 
adjuvant symptomatic treatment of 
diarrhea in adults and children over 
6 years of age, in addition to 
rehydration. 

Mode of administration: 
Oral route. 

Special warnings: 
Read the package insert leaflet 

Laboratoires 
BIOCODEX 
19 Rue Barb&s, 
92 120 MONTROUGE, France 

carefully. 

Store away from damp and heat. 

Keep out of the reach of 
children. 

ULTRA LEVURE 
50 

capsules 

Batch No : Use before : 





Saccharomyces boulaldll lyophlllse 
56.5 mg (m(llange de 50 mg de 
cellules de levure lyophlllsees et de 
6.5 mg de lactose) 
pour une gCkde. 

t.lm 4es exdplom opn un 04m nmoho:  j 
’ Sacchorose. 

,, M(d lwmem 0mom4 
:s Ilo 326 ema 

Saccharomyces boulardit 

2135104 
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GERMANY 

Copy of Labeling 
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PERENTEROL SOme CaDsules 

Perenterol” ’ 

Perenterol” 

Perenterol” 
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Marketing authorization No. 15843.00.00 
- Available only from pharmacies 

g PerenterolGB -- 
f 50 mg capsules Active 
z ingredient: 
z Dried yeast - Saccharomyces 
G boulardii 
z 
% w For the prevention and treatment 

of diarrhoea 

E KEEP ALL DRUGS OUT OF THE REACH OF 
g CHILDREN. 
2 Follow the instructions in the package leaflet. 
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PerenterolB 
50 mg capsules _. ._ 25 g 6 5’cD cb@Q 

1 Capsule contains: 50 mg dried yeast - -2% 

Saccharomyces boulardii (synonym: 6g 
e 

Saccharomyces cerevisiae Hansen CBS z,! 

E 5926). - 
t- a 
d Marketing authorization No. g s 
v 15843.00.00 r: 

PerenterolB 
50 mg capsules 

Active ingredient: dried yeast - 
Saccharomyces boulardii 

i For the prevention and treatment 

8 
of diarrhoea 

PerenterolB 
50 mg capsules 

For oral use. 

3 
Available only from pharmacies. s 
Follow the instructions in the package 

5 leaflet. a 
d- 

@ 
KEEP ALL DRUGS OUT OF THE % 

s ,” 
c 

REACH OF CHILDREN. csc4 z 

PerenterolB 
50 mg capsules 

Active ingredient: dried yeast - 
3 Saccharomyces boulardii 

2 6 For the prevention and treatment 
v of diarrhoea 
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PERENTEROLFORTE 250 mpcapsules 

a 

- 1 

Perent 
forte WmgKapseln 

Perenterol” 



S. boulardii lE4 
L-uboratoires BIUCODEX Page 40 

Marketing authorization No. 15843.01 .OO 
- Available only from pharmacies 

G PerenterolB 
ii! forte 
& 

250 mg capsules 
Active ingredient: Dried yeast - 

8 Saccharomyces boulardii 
2 2 For the prevention and treatment 
4 of diarrhoea 

z 
E 

KEEP ALL DRUGS OUT OF THE REACH OF 
CHILDREN. 

s Follow the inst~ctions in the package leaflet. 
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5 
00 t: 

B 
o\ 

PerenterolB 
forte 250 mg capsules 

6 
1 Capsule contains: 250 mg dried yeast 

P 
- Saccharomyces boulardii (synonym: 

5 
Saccharomyces cerevisiae Hansen CBS 

e 
5926). 

PerenterolB 
forte 250 mg capsules 

Active ingredient: dried yeast - 
Saccharomyces boulardii 

For the prevention and treatment 
3 of diarrhoea 
g 
r: 
8 

Marketing authorization No. 
15843.01.00 

PerenterolB 
forte 250 mg capsules 

For oral use. 
Available only from pharmacies. 0 

B 
9 

5 
Follow the instructions in the package 
leaflet. 

8 
KEEP ALL DRUGS OUT OF THE 
REACH OF CHILDREN. 

PerenterolB 
forte 250 mg capsules 

Active ingredient: dried yeast - 
Saccharomyces boulardii 

For the prevention and treatment 
of diarrhoea 
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ITALY 

Copy 
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Codex 
Saccharomyces boulardii 

250 mg capsules 

COMPOSITION 
Each capsule contains: 
Active ingredient: Saccharomyces 
boulardii in the form of a lyophilized 
powder (5 thousand niillion live yeast 
organisms), 250 mg 
Excipients: lactose, magnesium 
stearate, gelatin, titanium dioxide 

METHOD AND ROUTE OF 
ADMINISTRATION: 
For oral administration 

MARKETING 
AUTHORIZATION NO.: 
029032012 

PLEASE NOTE: Read the 
enclosed instructions carefully 
before use 

KEEP ALL DRUGS OUT OF 
THE REACH OF 
CHILDREN 

The expiry date shown refers 
to the product in an unopened 
pack stored in the correct 
manner. 

MARKETING 
AUTHORIZATION HOLDER: 
Zambon Italia s.r.1. 
via della Chirnica, 9 - Vicenza 
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Codex 
Saccharomyces boulardii 
10 capsules of 250 mg 

Codex Codex 
Saccharomyces boulardii Saccharomyces boulardii 

10 capsules of 250 mg 10 capsules of 250 mg 

NO 
PRESCRIPTION 

REQUIRED 

Zambon Zambon 

COMPOSITION 
Each capsule contains: 
Active ingredient: Saccharomyces bodardii in the form of 
a lyophilized powder (5 thousand million live yeast 
organisms), 250 mg 
Excipients: lactose, magnesium stearate, gelatin, titanium 
dioxide 

METHOD AND ROUTE OF ADMINISTRATION: 
For oral administration 

PLEASE NOTE: Read the enclosed instructions carefully 
before use 

KEEP ALL DRUGS OUT OF THE REACH OF 
CHILDREN 

MARKETING AUTHORIZATION NO.: 029032012 

Non-prescription medicine 
Zambon Italia s.r.1. 

MARKETING AUTHORIZATION HOLDER: 
Zambon Italia s.r.1. 
via della Chimica, 9 - Vicenza 

The expiry date shown refers to 
product in an unopened pack stored in 
the correct manner. 

20260/04 
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PORTUGAL 

Copy of Labeling 
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20 ciprulas 
via oral 
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UL 250@ 
NORMALIZES THE INTESTINAL 
FLORA. 
MICROBIOTIC ANTIDIARRHOEAL 

20 capsules 
For oral administration 

Composition 
1 capsule contains: 
282.5 mg lyophilized 
Saccharomyces boulardii 
(250 mg yeast, corresponding 
to 5 thousand million live 
microorganisms) 
Warning: Contains sucrose 

Indications and dosage: 
See the enclosed information 
leaflet. 

PRESCRIPTION-ONLY 
MEDICINE 
Do not store above 25°C. 
KEEP ALL DRUGS OUT 
OF THE SIGHT AND 
REACH OF CHILDREN. 

Opemng the blister 
1. Fold 
2. Pull 

MERCK 

20 

UL 250@ 
NORMALIZES THE INTESTINAL 
FLORA. 
MICROBIOTIC ANTIDIARRHOEAL 

Opening the blister 
1. Fold 
2. Pull 

$3 20 capsules MERCK 
$2 For oral administration 

4 

Marketing authorization 
holder: 
Merck, S.A. 
Rua Alfred0 da Silva, 3-C 
1300-040 Lisbon 

8912410 

Technical director: 
Dr. Francisca Dionisio 
(pharmacist) 

I I 
hi VAT 

MFARMED Registranon No. 
8912410 

20 
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2020103 

1. Fold up 

2. Pull -’ 
Jphilized Saccharomyces 

boulardii 282,5 mg 

Capsule 
MERCK 





20 dpsulas 
Via oral 

Composqio 
1 ciprula contCm: 
Saccharomyces boulardil llafllizada 282,5 mg 
(250 mg de levedura < > 5 bill6cr de g?rmcs vwost 
Awso. Contim sacarore 

MEDICAMENTO SUJEITO A RECEITA MiDlCA 
Nio guardar ac~ma de 29 C  
MANlER FORA OF WSTA E ml ALCANCE DAS mAyas 

:: 
:: 

20 cepsulas 
Via oral 

Titular da AIM 
Merck, S A 
Rua Alfrzdo da Sllva, 3-C 
1300-040 Lisboa 

Registo ” 8912410 no INFARMED 

20,; 

UL 250” 

$AERCK 
I 



936872 : EXO 

ULTRA-LEVURA 
COMPOSlCldN por c8psula: 
Saccharomyces 
boulardll hofillzado. 565 mg 
Exclplentes Sacarosa 92,3 mg 
y otros c s 

Via oral. 

MANTkNGASE FUERA DE& ALCANCE 
Y DE LA VISTA DE LOS NINOS 

Titular 
UPSAMEDICA, S.L. 
Grupo Bristol-Myers Squibb 
C/ Almansa, 101 28040 Madrid 

Comeraahzador 

Bristol-Myers Squibb, S.L. 
C/ Almansa, 101 28040 Madrid 

G  
+ 

Llcencla Lab BIOCODEX 

S’flflSdV’3 OS VSdfl 

6 

wniui-wuin 
OX3 : ZL89E6 

M 
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SPAIN 

Copy of Labeling 

l 



S. boulardii TEA 
Laboratoires BIOCODEX Page 52 

5 c 
F 

9366 72 X EXO 

ULTRA-LEVUL RA 

0X-l : ZL69E6 
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l 

SWITZERLAND 

Cow of Labeling 



l 

l 
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ULTRA-LEVURE 

KAPSELN 50 GELULES 
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ULTRA- 
LEVURE@ 

Indications: Treatment of diarrhoea 
(see package insert leaflet). 
Composition: 1 capsule contains: 56.5 
mg of lyophilised Saccharomyces 5 
boulardii (i.e. 50 mg of yeast and 6.5 4 
mg of lactose). E .I 
Excipients: 2 

W 

50 
CAPSULES 2 3 

ii 

IKS / OICM No. 30 479 025 



ULTRA-LEWRE 
Saccharomyces boulardii 

50 

CAPSULES 

BAR CODE 

l *7680304790253* 
IKS-OICM 

Usual dose: 
Acute disorders, first days: 
10 capsules a day. 
Chronic disorders and 
maintenance treatment: 
4 capsules a day. 
Prevention of antibiotic- 
associated diarrhoea: 
according to doctor’s 
prescription 

Manufacturer 
Laboratoires BIOCODEX 
- France 

Composition: 
1 capsule contains: 56.5 mg 
lyophilised Saccharomyces 
bulardii (i.e. 50 mg of yeast and 
6.5 mg of lactose), excipients. 

Indications: 
Treatment of diarrhoea (see 
package insert leaflet). 

BIOMED 
Distributor 
BIOMED AG 8600 Diibendorf 
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PERENTEROL250 

^^ 
;. ,_ BIOMED 

20 Capsules 
voiecde 

Zusammensetzung: 
1 Kapsel enthtitt: Saccharom 
lisat (entsprechand 250 mg x 

ces boulardlc Lyophi- 

tose) 282.5 rn~ Wilfsstoff 
efe und 32.5 mg Lac- 

lndikationen / Anwbndungsmiigllchkeitan: 
Eehandlun van Durchfallerkrsnkungen. Auf arzllt- 
the Empfe lung: % Vorbeugwg uncl Tberapie van 
antiblottknbedingten Diarrhben oder bei Dierrhoen 
infolge Sondenern&hrung. 

Dosierung: 

1 bts 2 Kapseln f&gkch odor nach ?xztliclw Vorschrift. 
Notlzla ltaliano nell’mtemo. 

-m 
e!!Go 

20 Kapseln B r. 
nrm-n 

Composition: 
1 cnpnulo wmient: Sacchammyces boulardli lyophl is& 
(COWSPOnd3nt & 250 mg de lewf’e et 32,s mg de Iac- 
tose) 287.5 mg Exciplent 
indications I PossibllltCs d’emplol: 
Traitement des dtanh6es Sur avis m&da.% pour pr& 
vention et trmement des dwrh&es lndultes par 1%~ 
antibwtques ov suite h une allmentetlon par sonde 
Dosage: 
1 a 2 cawuIe4 par four. ou selon prescription 
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@  

PERENTEROE 
BIOMED 

20 Capsules 

Indications/Possible use: on medical advice : 
treatment of diarrhoea; prevention and treatment of 
antibiotic-associated diarrhoea or following tube 
feeding. 
Composition: 1 capsule contains: lyophilised 
Saccharomyces boulardii (i.e. 250 mg of yeast and 
32.5 mg of lactose) 282.5mg. Excipient. 

KS / OICM No. 47571049 
i$ 

4 
Distributor: 
BIOMED AG 8600 Diibendorf 

Oral Route 
ij 
:! 
63 
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Perenterol25OG.9 
BIOh4ED 

20 Capsules 
Oral route 

Composition: 
1 capsule contains lyophilised Saccharomyces boulardii 
(i.e. 250 mg of yeast and 32.5 mg of lactose) 282.5 mg. 
Excipient. 

Indications/Possible use: 
Treatment of diarrhea. On medical advice for prevention 
and treatment of antibiotic-associated diarrhea or following 
tube feeding. 

Dose : 
1 or 2 capsules a day, or as prescribed. 



PerenteroE” 
BIOMED 

20 Capsules 
Vole Orale 

Zusammensetzung: 

1 Kapsel enthalt Saccharomyces boulardll Lyophl- 
llsat (entsprechend 250 mg Hefe und 32 5 mg Lac- 
tose) 282,5 mg Hllfsstoff 

lndikationen I Anwendungsmbgllchkelten: 

Behandlung van Durchfallerkrankungen Auf arrtll- 
the Empfehlung Vorbeugung und Theraple “on 
antlblotlkabedlngten Dlarrhoen oder bet Dlarrhoen 
mfolge Sondenernahrung 

Dosvxung: 

1 bls 2 Kapseln tagllch oder nach arztlicher Vorschrlft 
Notlzla ltallano nell’lnterno 

Perenterol? 
- 
Sg -- m -- - C--Z “i 

BIOMED ---Eh m 4y.y -0 -m 
BG 

20 Kapseln 
- 

P- 
zum Elnnehmen 

CornpositIon: 

1 capsule contlent Saccharomyces boulardll lyophlllse 
(correspondant a 250 mg de levure et 32.5 mg de lac- 
tose) 282,5 mg Exclplent 

lndlcatlons I Posslblllt6s d’emploi, 

Traltement des dlarrhees Sur aw medical pour pre- 
vention et traltement des dlarrhees tndultes par les 
antlblottques ou sutte a une altmentation par sonde 

Dosage. 

1 i 2 capsules par hour, ou selon prescrlptlon 



Ubliche Oosierung 
Akute Affektlonen, die ersten 
Tage : 
10 Kapsekl tigllch. 

1 Cl-trQnische Affektionen und 

ULTRA 
LEVURE 
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ULTRA-LEVURA 
50 CAPSULES 
FOR ORAL ADMINISTRATION 

Composition per capsule: 
Saccharomyces boulardii: 56.5 mg 
Excipients: sucrose 92.3 mg and others q.s. 

UPSAMEDICA, S.A. 
Licence: BIOCODEX 

936872 
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936872 EXO 

ULTRA-LEVURA 

Composition per capsule: 
Lyophilized Saccharomyces boulardii: 56.5 
w 
Excipients: sucrose 92.3 mg and others q.s. 

For oral administration. 

F c KEEP ALL DRUGS OUT OF THE 
i: REACH AND OUT OF THE SIGHT OF 

N F z CHILDREN 
z 
d 

$ I 

2 i-7 E 
Authorization holder: 
UPSAMEDICA, S.L. 

‘d w. 
q 4 Grupo Bristol-Myers Squibb 

& 
s 

‘$ 
C/Almansa, 101 28040 Madrid 

. . Marketed by: 
Bristol-Myers Squibb, S.L. 
UAlmansa, 101 28040 Madrid 

Licence: BIOCODEX 

50 CAPSULES 
UPSA 

ULTRA-LEVURA 
936872 EXO 

00 
3 ULTRA-LEVURA 
s z 23 
K 2 Keep the bottle tightly closed. 

s 
h) 

K 
Store in a cool, dry place. 

UPSAMEDICA, S.L. 
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III. Packaging and package leaflet 
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IVORY COAST 

B 

SENEGAL 

COPY of Labeling 



S. boulardii TEA 
Luboratoires BIOCODEX Page 64 

ULTRA-LEVURE 

20 GiLULES 

ULTRA 
LEVURE 
Saccheromycrs bodardtt 
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5, EFFETS NON SOltIMES El BENANTS 

4. HOW TO USE THIS UED$@NE 
Dosope 

5. UNDESIRABLE AND lRouBlESOb?E EFFECTS 
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ULTRA-LEVURE 

Indications: This medicine is indicated in the adjuvant treatment of diarrhoea, 
in addition to rehydration. 

Composition: lyophilised Saccharomyces boulardii 56.5 mg (mixture of 50 mg 
of lyophilised yeast cells and 6.5 mg of lactose) per capsule. 

Oral route: Marketing Authorisation No. : 3 11 001.9. 
Keep away from damp and heat, out of the reach of children. 

20 CAPSULES 

Laboratoires BtOCODEX - 19 Rue Barb&, 92120 MONTROUGE, France 



\ 

__ 
_..,.. 

_.. 
- 

- 



ULTRA-LEVURE 

i‘ 
I 

“c --E 
4 22 



E 

lSI3WWtJVHd 
~noh~0~ol30a tln0h~033~i"iav3~~~3350131v~1s3~ 10~ oa mea NIJI 

3llOU03lD JO Da31 ‘(X.oG “Ok,, SJOlll) IOU 
00, am ,oq, poo, JO splnbil I.+,IM xiw ,ou op $3 6um ,o s,s~<;o~ 3a~~3l-v;~i+- 

t10130a UlOA llnSN03 SADP z upll, CIow 10, s,slsJad PauJJoip ,I 
,uaw,oaj, ,o Aop I%+ au, s,mpoJd Amp puo yliw do,s ualplIq3 UI 

oaqmp 
o, anp ss.01 pin,, lo, a(osuadwo3 o, ,uaw,oaJ, s~q, 01 sq,oJq 410s Jo syuiJp (aam ppv 

oaqllDIQ 
asn 101 slJo,~no3aJd 

hi3lv,a3ww, 33,hav s,H0130a moh ~33s 'swoidwk anl,sa6ip Jaq,o JO 6ul,iwon 
jana, ,o aso UI Jo 's100,s UI snmw 10 poolq ,o 10 oaqmp Ahoat+ ,o masaia at+, u, 

S8UlUJOM lolOads 

LSKlVWtlvHd 

malou 01 ap ,a a,lplwnt+,l ap tuqo,l 0 janmu v 
uo!botJasuoO ap SaJ?llnOllJOd SUOlInOO?J,, 

lnalJalXa ,UWMNUl,l,NO3 63 lllb ,UUirl6l, UOI,USlll,ll,~ t3,iiull t3,“p “I J6MKiap SDd +, 

NOllVAU3SN03 

NIOA HO t1013oa moh JO 3mav 3HlH33S OllVliN3SS3 SIII mea NI 41 
aul3lpau siq~ asn 011ou uam 

i3WKl 3UVl ‘E 

33110N 3ll33SNVCl3NNOllN3WSVdl+Vkl3S 3NlnBLNVN3313 31 
-IvHnOS ~0~13333 lnol N313VWtlVHd 3?l10hVno Nl33a3w 3UOAVZ3lVN3iS 

~INVN~~SNIOW nosnid~l3~~3s3at13~1vtll~3 '9~~0s 
-t13d S3NlVltGKl Z3H3 'Ul3d iN3WV3103W 33 'jll3V 3dl3NMd in01 3WWO3 

uol,oJpht+ai o, uoi,~ppo UI 'oaqmp ~o,,uaw,~a~, ,uomlpo so pasn SI aulalpaw SIU SlNVN39 13 S3llVHnOS NON S13433 

3Nma3w SIHL 3sn 01 N~HM ‘2 

a3uoJj &lOl,UOW OZ i Z6 
saqiog anJ '6, 

x3aoooia samDwv 
Jam~o~nuour 10 ssarppo PUO aUW4 

(wsi,oqo,aw pm wa,sAs ani,sa6lp v) 
01011 luawa3oidati 

V3HtlklVIa-IlNV 

(1~13) apmp umuo,~, 'ul,olafi adojanua ajnsdm aq,,o uoi,isodwo3 
a,nsdm L ON 61~0s~ Jad 

asoms 'a,oma,s wmsau6oW m-3 
(asopo, ,o 6w 9 9 ~,IM s,laa ,soaA pazl,lqdoA, ,o 6w 09 ,o aJn,xlw) 

lipjolnoq sa3AwomqmoS parlllt+doAl 
uolJ!sodruo3 

aknsdoo mh3i-vtllin 
alLJot 

maotid lvNl3la3W JO NOllV3l4l1N3al ‘1 

,tiawl+o un no uos 
-sioq aun suop nua,uo3 a, JasJan ua,p ,a mm0 sat ap slow (a,noJ assno, ap anbsu) 
salnl$ sal la,ono sod au ap?puDwwoza~ ,sa ,I 'sue 9 ap su10w ap s+uo,ua sal JnOd 

noa,p aJiaA puoJ6 un 3aho saalpm aJ,a,uai\lop salma say 
UOllDJlS!Ul~pR,P ;lOA;a apOi 

sasud L ua 'Jnoimd sajn,# p ap,sa aldolosod 07 
a!6olosod 

lN3Wv3la3l4l33 ti3siiiln lN3WW03 ‘P 

N313VWtiVHd 3U0AVllONl33O3W 
3UOAVsUno3 N3lN3W3l+Vtll3tllnvlnollN3w3nC4lww3lsAs ?l3lVNOISlnvJ 
11 'SlN3WV3la3W skm,snid 3UlN3 SN0113W31NI s3773nlNma tm,ea NIJV 

(suou6ldwoy 
sa, aquoz ,I+XI ,uew~~~p~w) enbl6uo,l,uo un D ,uawmlp$!w a3 m3ossD sod aN 

suowJa;u! saJbw ta sasna~uatun3~p~tu s~0l~3n~e~~l 



i 
N3lWWVHd 

3uoi\ no Nma3w 3uioi\ tl3linsN03 v svd Z311S3ti~ mea 3a sv3 N3 
asl~oo3~o no a%@ '(3 .0~ ap snid) PnoqO doll juawijo un no aplnotf 

un O~AD la6uolaw al sod au 'saluonln sajnlla3 ap aniiisuoO (uoia 3dnA31 Vtlnn 
Nl3303R 3Ulo~ L311ns~03 ‘smi z aP Olap-nO awad aawJDlP DI 1s 

InolJaltuaJd ai safioiloi sai ia 4101 ai ia@iiV juajua,~ rauz 
aauJJOiP DI D sanp apinbii ua sailad sai Jasuad 

-woz Jnod saiDs suoll~noq sap no saaJOns suoss~oq sap luautajiD,i a3 O aJpuloipV 
aaqma 

loldwa,p SUOllllO3~ld 

N313VWWHd 3tllOA30 n0 Nl3 
-3a3w 3uon 30 SIAW,~ tr3aNvw3a 3a mvsN3dslaNi Is3 II ‘3moa 3a sti3 N3 

luaumqpqw a3 las!l!ln sod au so3 sianb suoa 

i NOIINUV ‘E 

uolioloiphqaj OI ap luaw 

Joaq puo diuop iuolj ADMO aloiS 
suotwmd ahors lolmds c D 

uUIw3Dd wno alli uo urinous aiDp,4fdxa aui pawxaiou 00 

-aldwoz ua 'saaqJJDip sap iuloddo,p &JaillajloiJ awwo3 asililn Isa IuawDOlpaw a3 

39v101s ‘9 

NOIlVW?KMI lU3SNI 33VKh’d SlHl NI a3NOllN3W ION 133333 3WOS318 
-flOlll0NV3lgVtllS30Nl- WHlOANVl~OgVlSl3VWtlVHd tiOti01300 tin0~ 1131 

slvnalhlat4 NIVlt133 NI s33ti93a 3NIAklVA JO SL33jj3 3wos 
-318fl0~13SflV3hV~ 3N10103W SiHl'S33NtilS~flS 3All3V 1lV HllM NOAN N, 

Sl33333 31ryos3ianou aNv 319vws3aNn 3 

iN3wma3w 33 imlilin sv3 sum sNva ‘2 

axmj a6noJ~uow 0~1~6 
saqJog ani '61 

x3ao3ok3 samuoqo~l 
umloldxa,l ap assalpo la WON 

(awlloqD@w ia i~hsafitp IiaJOddO Vi) 
uolln(lpqns ap aJo,j 

3niY3HutMailNv 
anb]madoqmmumqd assol 

salnla6 05 ia 07, ap SUO~DIJ alnlas 
anbl(na3oumqd alllloj 

(LLL~) auoili ap apAxoip 'aul(Ola6 ajnj# O/ ap addojailua,l ap uOljlsodluO0 
611109~ ap z .N alnja6 aun inod 

BSO,DL,OOOS 'tunlsau6Dlu ap aJDJOa(S s(uaW 
(aso@ ap 6~1 5'9 ap ia saaslllqdoA1 wn,w ap salnllaO ap 61~ 05 aP a6uolaw) 

6~ s’s aslliiidoA( llplolnoq sa3AtuoJOu3OOS 
uowodtuo3 

ma6 ‘3tlnmi-vulin 
uow!ruouqa 

J 
(UOl~DlOL&J ,O,"aplX10 JO YSIJ) 

II MOIIDMS 04 Lou puo 'spool Jaqlo UI 10 aluoq paal ay Ui 'plnbil algli D 04~1 s+ua~uoO 
aul dli puo alnsdDO auh uado 04 papuawwoOaJ SI 41 'aD0 ~0 Sloan g !apun uaip(tqO UI 

JaiDMjo SSOl6 0 4,IM paMO(lDMS aq plnoqs salnsdO3 
UOllOllS(UlWPO /O WIOJ DUD POljlayy 

sasop papwp z SD 'hop Jad salnsdoO p 
alosoa 

3Nl3la3W SlHl 3Sn 01 MOH ‘P 
1#3w3103# na N0l1V3l~llN3al 

3NlYVl38 AVW flOA 1VHL iN3WlV3U 
U3HlO ANV JO lSl3VWtlb’Hd UO UO13Oa UlOh WtiOJNI Al3NllilOtl 01 lVllN3SS3 
SI 11 ‘S3Nl3103W lVUA3S N33hU38 SNOll3W31NI 318lSSOd QIOAV 01 U3aUO Nl 

(suoqzajui sn6unh 



S. boulardii TEA 
Laboratoires BIOCODEX Page 67 

MOROCCO 

Copy of Labeling 



S. boulardii TEA 
Laboratoires BIOCODEX Page 68 

-.. ‘. . 



S. boulardii TEA 
Laboratoires BIOCODEX Page 69 



S. boulardii TEA 
Laboratoires BIOCODEX Page 70 



S. boulardii TEA 
Luboratoires BIOCODEX Page 71 

0 
ultra-levure 

250 mg 
CAPSULES 

FORM AND PRESENTATION: 

Bottle of 10 capsules. 

COMPOSITION: 

Freeze-dried Saccharomyces boulardii . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 282.5 mg 
(corresponding to 250 mg yeast) and 32.5 mg lactose 
Excipient: magnesium stearate, q.s. for one capsule 

0 
Capsule shell: gelatin, titanium dioxide 

PROPERTY: 

Antidiarrhoeal 

THERAPEUTIC INDICATIONS: 

Antidiarrhoeal, in particular for the treatment and prevention of gastrointestinal disturbances 
associated with antibiotic therapy. 

The therapeutic indications are limited to: 

- Treatment of acute infectious diarrhoea in adults and children; 
- Prevention and treatment of colitis and diarrhoea associated with antibiotic therapy; 
- Treatment of irritable bowel syndrome; 
- Treatment of recurrent intestinal Clostridium difticile infections in combination with 

vancomycin or metronidazole. 

Treatment with ULTRA-LEVURE does not remove the need for rehydration where necessary; 
rehydration must be tailored to the severity of the diarrhoea and the patient’s condition. 
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0 CONTRAINDICATIONS: 
5 - Hypersensitivity to any of the constituents; 
1, + - Patients with a central venous catheter. 

PRECAUTIONS FOR USE: 
Since ULTRA-LEVUFU3 is made up of live cells, it must not be mixed with liquids or foods that are 
too hot (over 5O”C), ice-cold, or contain alcohol. 

INTERACTIONS WITH OTHER MEDICINAL 
PRODUCTS: 

Because of its fungal nature, ULTRA-LEVURE must not be prescribed alongside an antifungal 
dws- 

0 

METHOD OF ADMINISTRATION: 
For oral administration. 

The capsules should be swallowed with a glass of water. 

Children under 6 years of age: instead of getting the child to swallow the capsule (there is a risk that 
it may go down the wrong way), it is advisable to open the capsule and pour the contents into a 
drink or food. 

USUAL DOSAGE: 
Adults: l-2 capsules once or twice a day. 

Children: 1 capsule per day 

This dosage may be increased on medical advice, without any problems. 

THIS IS A MEDICINE 
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- A medicine is a product, but not like other products. 
- A medicine is a product which has an effect on your health and if not used as 

prescribed will put you in danger. 
- Follow your doctor’s instructions to the letter, using the product exactly as prescribed. 
- Follow your pharmacist’s advice. 
- Your doctor and your pharmacist are familiar with the medicine and its indications 

and contraindications. 
- Do not take it upon yourself to discontinue the treatment during the treatment period 

prescribed. 
- Do not start taking it again and do not increase the dose without consulting your 

doctor. 

KEEP ALL DRUGS OUT OF THE REACH OF CHILDREN. 1 
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BIOCODEX 
B A 
G 

MAPHAR - Casablanca 

s R. LAMRINI, Chief Pharmacist 



ultra-leviiii 
250 mg 
GELULES 

- 
FORME ET PRESENTATION : 
flacon de 10 g6lules 
COMPOSITION : 

. : Saccharomyces boulardii IyophW ,... . ,,, ,, ., 282,5 mg : 
(correspondant a 250 mg de levure) et 32.5 mg de lackw 
Exclplent St&rate de magntistum ; q s p une g6luie 
Enveloppe de la gelule g@latme. dloxyde de tmne 
PROPRIETE : 
Antdiarrh&que 
lNDlCATlONSTHERAPEUTlQUES : 
Antldrarrh&que notamment pour le traltement et la prophylaxre des accidents 
dIgestIfs II&S B I’anBblotheraple. 
Les mdlcatlons th6rapeutlques sent l~m&?es a 
- Traltement des diarrh6es lnfectwses argues de I’adulte et de l’enfant 
- Pt&entron et trartemant des cokes et dlarrhks asso&es B I antrbrothkaple 
- Traitement du syndr6me du cBlon wltable 
- Traltement des rechutes d’mfectvxx intest~nales a clostndwn~ dikle en 

assocratton I la vancomyone ou au metronldazole 
Le traltement par ULTRA-LEVURE ne dispense pas ci lrne reily!xd;ntron SI elle 
est n6cessaw elle devra dtre adaptee a I‘!nlenvte tie la ~id-hef: et .$I I’Btat 

9 du patlent 
9 CONTRE INDICATIONS : 

I 2 - Hypersenstiblllte a l’un des const~tuants 
I z. Patients porteurs d’un catheter veineux (~~YIIA: 

---. - _-^_^~ _._-.- ^--, ..-_ -, -._.. x ~,.__ -_.. ---.A. 
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Scheduling status: Unscheduled. 
Proprietary name (and dosage fo+m): 

eradicates the pathogenic flora by vital com- 
petition. Has a specific antimicrobial and 
Immunizing activity against Staphylococws, 
Proteus, Candida atbicans; is naturally resis- 
tant to all known antibiotics, even at levels 
higher than the usual thenpeutic doses. 
Provides the vitamins of the B complex: B:. 
&, Pantothenic acid, $, F&i acid, 5~~ Biotin, 
Inositol. Choline, Para-aminobentoic acid. 
indications: 

_ a) “INTEFLORA” is indicated in tbe,thera- 
peutic and prophylactic treatment of as- 
tro-intestinal side-effects cause If by 
antibiotic therapy. 

b) Gastro-intestinal disorders, fermentation 
and putrefaction diarrhoeas, enterocolitis: 
colitis, amoebidsis seqoets. 

c) Furunwlosis, coliaciltos~s. 
dj Vitamin B complex deficiencies, and ail 

other conditions where the vitamin B 
complex is indicated. 

Contra-indications: There are no known 
contra-indications. 
Dosage and directions ior use5-4 cap- 
sules, to be taken on an empty stomach or 
i 5 minutes before meats. 
Side-effects and special precautions: 
There are no known side-effects. 
Known symptoms of overdosage and 

R 
articulars of treatment: There’ are no 
nown symptoms of &e&sage. 

ldentlfiition: Opaque white capsule. 
Presentation: Bottles of 6 or 30 capsules. 
Storage instructions: Store in a cool, dry 
place, below 20 “C. Keep out of reach of 
children. 
Application no.: E557 (AC! 101/1965) 
Name and business address of appilcant: 
Tne Premier Pharmaceutical Co. Ltd. 
Epsom Downs Office Park 
Sloane St., Bryanston. 2152 
Date of publication of this package 
insert: 3’502 I. 

Marketed by 
RESTAN LABORATORIESfi,2;s 

2!SA 

Skeduleringstatus: &geskeouleerd 
Eiendomsnaam (en doseervorm): 

INTEFLORA w&s 
Samestelling: Elke &psule=ba 50 g 

eliofiliseerde &@aromvc& 
1 annekoloaooiese kla&flkasia: 
A 1 I .9.2 D&e@niddels, ander. 
Farmakoiogiese werklng:‘WTEFLORA“ 
wis die patogemese fiora uit deur vitaie 
mededinging. Dit bet ‘n spesifieke mikrobe- 
strydende en immuhiserende werking teen 
Stafilokokkus. Proteus, Candida albicans. Di: 
het ‘n natuurllke waers?and teen al die bek- 
ende antibiotlka. seifs op d!e vlakke bo die 
van die gewone terapeutiese dosisse. Dlt 
voorsien vitamiene van die B-kompleks: B,. 
Bz. Pantoteensuur, Bg, Foliensuur. B,%, 
Biotien, Inositol, Cholien. ParaminobensoB- 
suur. 
Indikasies: 
al “INTEFLORA’ word aanbeveei vir die ter- 

apeutiese en voorbehoedende behandel- 
ing van die maagderm newe-effekte wa? 
deur antibiotinumbehandeling vemorsaak 
word. 

. . 

bj @agdennaandoeni~ @ting e; yenot- 
tmasdlaree, enter0 ohtis, kolitls, die 
ae&l 

c) Furun 
e van amebiase. 

?uJ lose, colibasiliose. 
d) Vitamien B kompleks-tekorte en a! die 

ander t&e waaruoor die Miamien B- 
komplaks tibeveel word. 

Kontra-i?dlkaales: Geen teenaanwysngs is 

l!Ei~:~- pbruiksaanwy?ings: l-4 kap- 
sules op ‘n ee maag of 15 minute voor maal- 
tye geneem. 
Neweeffekte en spesiale voorsorgmaa- 
treiils: Geen newe-effekte is bekend nie. 
Bekende simptome van oordoserin en 
besonderhede van die behandeling 8 aar- 
van: Geen simptoma van oordosering is 
beKend nie. 
IdentlfRasle: Ondeursigtige, wit kapsule. 
Aanbieding: Bottels met 6 of 30 kapsules. 
Bergingsaanwysings: B&e op ‘n koel, drag 

lek onder 20 ‘C. B&e butte die berelk var; 
Rind&. 
Applikasienommer: E557 (Wet 101!~965) 
~~~~i~~~~~~~~. ~~~ltkan t’ 
Epsom Downs 3ffice Park , 
Sloane&., Bryanston, 2152 
Datum van publikasie van hlerdie voubiljet: 
32X? _ _.- 

Bemark delrr 
RESTAN LABORATORIES 07278 

api 
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Scheduling status: Not scheduled 
Proprietary name (and dosage form): 

IhiTEiXORA 250 CAPSULES 
Composition: 
Each capsule contains 250 mg lyophilized Saccharomyces boulardii 17. 
Pharmacological classification: 
A 11.9.2 Antidiarrhoeals, other. 
Pharmacological action: 
Acute infectious diarrhoea results from a disruption of the gastrointestinal ecosystem, thus 
favouring the colonization by enteropathogens and promoting their ability to upset the 
enterosystemic water cycle. Thus, along with specific antidiarrhoeal medication, there should 
also be active rehydration of the patient. INTEFLORA 250 contains a living yeast, 
Saccharomyces boulardii 17: which is active in the gastrointestinal tract. This yeast has an 
antagonistic effect against the overgrowth of different enteropathogenic bacteria (Shigella 
dysenteriae, Salmonella typhi, Escherichia co/o and Candida aibicans. 
It also enhances non-specific immune defences in the case of experimental bacterial 
(Staphyfococcus aureus, Salmonella enteritidis) or fungal (Candida albicans) invasions. These 
actions re-establish the equilibrium of the gastrointestinal ecosystem and so reduce diarrhoea. 
Saccharomyces boulardii 17 also synthesizes and supplies Vitamin B components within the 
gastrointestinal tract. 
This yeast is genetically resistant to antibacterialagents and can be taken in conjunction with 
antibiotics to prevent diarrhoea. 
Indications: 
a) Prophylaxis and treatment of the intestinal and muco-cutaneous side-effects induced by 

antibiotic therapy: diart’hoea, colitis, candidiasis. 
b) Non-specific diarrhoea. 
c) Colitis, enterocolitis. 
d) Prevention of diarrhoea during continuous enteral feeding. 
e) Suitable for use in infants, children, adults and in the elderly. 
Contra-indications: 
None. 
Dosage and directions for use: 
One capsule twice daily or as prescribed. May be taken in conjunction with antibiotics and 
other anti-diarrhoeal medication. 
Saccharomyces boulardii 17 is sensitive to concomitant anti-fungal agents, hot beverages and 
alcohol. 
Side-effects and special precautions: 
None recorded. 
Known symptoms of overdosage and particulars of its treatment: 
Saccharomyces boulardii 17 is not absorbed into the blood circulation and any overdose is 
merely excreted via the gastrointestinal tract. 
Identification: 
Size 0, opaque white capsules. 
Presentation: 
Glass bottles containing 10 or 20 capsules. 
Storage instructions: 
Store in a cool, dry place, below 25 ‘C. Keep out of reach of children. 
Reference number: 
T194 
Name and business address of the Applicant: 
The Premier Pharmaceutical Co. Ltd. 
17 Harrison Avenue 
Bryanston Ext. 77 
Private Bag X69 
Bryanston, 2021 
Date of publication of this package insert: 
8 March 1985 

28059 
12/2001 
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Scheduling status: Not scheduled 
Pmpdatmy name (and dosage form): ( !m-H la/--~CO 

INTEFLORA 250 CAPSULES 

Each capsule contans 250 mg lyoph~llzed sacchammyces b&ad!! 17. 
Phamacokwgical dassificalion: 
A 11 6.2 Antrdwrhoeals, other 
Pharmacological action: 

This yeast IS penebcally resistant to anbbactenal agents and can be taken in conju~ wth 
anttilcs to prevent dianhoea 
llldicatnns 
a) Prophy&s and treatment of the tntestlnal and muco-cutaneous sfide-effects 10duced by 

antlbotlc therapy: dwrhcma, coUw, candldnsis. 
b) Non-speafic dwxrhoea. 
c )  Coktls. entemcolltts 
d) Prwentlon of dnnhoea dung co”t,nwus enteral feed,% 
e) Suttable for use I” Infants. chkhen. adults and,” the e!derly. 
Contra-indications: 
N O W 3  
Dosage and dfmcbons for use: 
One capsule twce daily or as prescribed May be taken I” cwyw%tmn wtth anWobca ti 
other antl-dwrhoeal medlcatlon. 
Sa?aromyces boulardu 17 IS sensitive to concomitant anb-fungal agents, hot bevwag~ and 

side-effectsand~-~ 
None~~orded . 
Know#l spmptoms Of  overdosaga and partiwlafs of its tmatmsntz 
.5sacchammycesbwl8rdii17lsnot cJbswkdlntothebbod~mandwyoveldoseIs 
meW+axcmted via the gastrantestmal tract. 

Glass bottles contarnmg 10 or 20 capsules 
storage tnstNcfforls: 
Store I” a cool. dry place, below 25 ‘C Keep out of reach of children 
Reference number. 
TlQ4 

. me Premier Pharmaceutvzal co Ltd 
17 Hamson Avenue 
sryanston Exi 77 
Private Sag X69 
f3lyanston. 2021 
Date of publication of this package insert: 
6March 1966 

26059 
12l2Mll 



INTEFLOFUI 250 KAPSULES 
Elke kixpde ttevat 250 rng geJllW saccmvs lwulardn 17 

Hamsonlaan 17 
Byanston Ultbr. 77 
Pnvaatsak X69 
Btyanston. 2021 
DatumvapubWa&vahienJianwbilj& 
BMaat1985 





Proprietary name (and dosage form): 

INTEFLORACAFWLES 
Composition: Each capsule contams 0,150 
g lyophtksed &&wny@s Wlar.& 
Pharmacolo 
A 11 9 2 AnIl ! 

ical classification: 
wrhosafs, olher 

Pharmacological actions: “INlEFLORA” 
eradkxtes the pathogenic flora by wtal com- 
p&bon Has a spewflc antlmlcroblal and 
l”lrn”“Lmg actwty agmst staphylcccccus. 
Proteus, Candrda r&cans, 1s naturally rasw- 
tant to all know” anttbrotrcs. even at levels 
higher than the usual therapeutic doses 
Prowdes the vtfamlns of the B complex B,, 
B,, Pantothenic acti. B, Fokc aud, 815, Blotm. 
lnos!tol. Chokne. Parbam~nobanzolc a& 
Indications: 
a) “INTEFLORA” IS lndlcated m  the thera- 

peutrc and prophylact!c treatment of gas- 
trwntestlnal stde-effects caused by 
antiblow therapy 

b) Gastro-mteshnal daorders, fermentation 
and putrefaction drarrhoeas. e”terccoCt~s, 
colds, amoebws s 

7 
uels 

c) Furunculos~s. mhbaclt 0% 
d) Wtamm B complex def!oencres. and all 

other conditions where the wtamm B 
complex IS !nduzxted 

ConBa-indications: There are no know” 
contra-rndtcabons 
Dosage and directions for use:1 -4 cap- 
sules, to be take” on a” empty stomach or 
15 mmutes before meals 
Side-effects and special precautions: 
There are no known Me-effecls 
Known symptoms of overdosage and 

R 
articulars of treatment: There are “o 
wnvn symptoms of overdosage 

Idantifkzation: Opaque wlxte &sule 
Presentation: EMtIes of 6 or 30 capsules. 
Storage instructjons: Store III a cool. dry 
IA.%c&~‘ow 20 C Keep out of reach of 

Applicabon no.: E557 (Act 101 /I 965) 
Name and business addraas of applicant: 
The Premier F’harmaceut~cal Co Ltd. 
Epsom Downs Gffice Park 
Sloane St / Bryanston. 2152 
Date of publication of this package 
insert: 315172 

Marketed by 
RESTAN LABORATOAIESo,2,8 

2194 



Skedutwinastatus. Onaeskadulaerd 

sirydend; munumserende werkmg teen 
Stafllokokkus. Proteus. Candlda alblram Dt 
het ‘n natuorllke weerstand tee” al die bek- 
ende antlblobka, selfs op die vlakke bo die 
van die gewone terapeutlese doslsse Dit 
vwrsw vltamnne van dw B-kompkks 8,. 
B,, Pantoteensuur. Bs, Fohensuur, B,s. 
Blotlen. Inosltol, Chohen. Parammcbansoe- 
S”“l 
IndikBkS: 
a) “INTEFLORA” word aanbaveal VII die ter- 

apeutlese en vcorbehoedende behandel- 
Ing van die maa derm nawe-effekfe wat 

?m d$;,antlbvXrkum hard&g vercorsaak 

b) M~~gdermaandwncge g~stin en wrot- 
tmgsdlaree. enterok&s. fofctis. die 

C) PG%kZ”,“se 
d) VitamIen B’kompleks-tekorta en al die 

ander toestande &arwor die vi&men B- 
kompleks aanL%veel word 

Kontraindikasies: Geen teenaanwysmgs IS 
b&end rw 
Doris a” 

B 
ebndksaanwyslngs: 1-4 kap- 

sules op ‘n ee maag cd 15 mmute vuor maa- 
tye g-m 
Newe-etIekIe en spesiak voonorgmaa- 
lrehkx Gem rrewdlekle IS b&end ma. 
Bekende simptome van owdoseri en 
besondwhede “an die behandaling “B aar- 
van: Geen simptome van oordosermo 1s 

Applikasienommr: E557 (Wet fO1/1965) 
Naam en w van appllkmt: 
The Premw Pharmaceutical Ca Ltd 
Epsom Downs Mea Pa& 
Sloanenr Bqanston, 2152 
D&n van publikasie van htwdfe voubiljet: 

Bemark deur 
RESTAN LABORATORIES o,~,8 

2194 
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ECONORM 

For the use of a Registered Medical Practitioner or a Hospital oi a Laboratory only. 

Econorm”” 
(Saccharomyces Boulardii Capsules) 

COMPOSITION 
Each cap& contains 
Lyophillized Saccharomyces 
boulardri 2825mg 
(Corresponding to 250 mg of yeast) 

Approved colours used in capsufeshell. 

CLINlCALlNFORMATlON 
indications 
o Treatment of acute rnfectious diarrlaea of adults and chridren 
o Preventron and treatment of antrbiotic-associated cohtisand orarrhoea 
*, Addition tovanconvin lmetronidazole treatment to prevent recurrence of Clostriditrm drffiule diseases 

DosageandAdministration 
1 or 2 caps&s, given once or twice daily 
Capsules are to be either swallowed with a mouthful of water, or opened to pour the contents into a Me sweetened 
beverage, on foods, or in a baby’s feeding-bottle. 
In yourrg children under 6 yeam of age, it is recommended not to swallow capsules (risk of false passage) but to open 
them andt:pihecontentsmtoabeverageorfood. 

Contraindications 
4 Known hypersensitivity to anyotthe ingredrentc of the iormulatron. 
* Patrentswrthcentralvenouscatheter. 
+ Pregnancyandlactation 

Warningsandprecautions 
Tnis fomxrlatron contains Irvmg cells therefore rt shou!d not be mixed w41 very hct (over 50’0. reed or alroholrc drinks 
or foot 
Tne ireaiment wrth Saccharomyres boulardi~ does not replace rehydratron rhc parrent rt0uld be apprcpnatfly 
rehydrared depencimg or the severity ddiarrhoea, age anc the state of hea% of the patieni. 

Inioractions 
Heca~liz c;fttle’unya’rraru’~ OidYs 6~l~iJlatlo.,,r,~,J r + -rrln 7o:be admin srcred rvrtli sjstemrcor oral aitifurgsl d-q. 

1 Lwzlcm-~i 
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i/se in Pregnancyand Lactation 
Thesafetyand efficacy has not beenestablished inpregnantand Iactat?Jwom@n 
Effect an driving or Handling Machinery 
None. 
Adverse Reactions 
Very rare cases of fungemla wrth fever and posrtive Saccharomyces hemoculture. have been reported in hospitallsed 
patients with centra! venous catheter, in immunocompromised patlents, in patients with gastrointestinal disease cr in 
patients treated with high dosage. 
wiARMAcoLoGlcAL INFORMATION 
Pharmacological Actions 
During transit under its viable form in the digestlve tract, Saccharqnlyces boulardli exerts bIologIcal actions which are 
similar to the protective properties of the normal lnrestmal flora. 
The princtple modes of action of iaccharomyces boulardli in the prevention and treatment of dlarrhoeal syndroa:es 
are. 
8 Inhibition of pathogenic effects of certain micro- organisms and /or their toxins especially Clostridium difficile, 

principal causative orgamsm of antibiotic-associated diarrhoea , and Vibrio cholerae , typical of the toxin 
producing bacteria responsibleforsecretory diarrhoea. 

* Trophicand immunostlmulanteffe~on the intestinal tract mv&ingnotablyasigntficant Increase in the totaland 
specific activity of the mtestinal disaccharidases (sucrase maltase and lactase), and a marked increase in secretory 
IgAo~ncentrations in the intestmal fluid. 

Pharmacokineticprofile 
After repeated oral doses, Saccharomyces boulardii transits m  the digestive tract without colonizing ii, rapidly 
attaining slgnificaot intestinal concentrations which are maintained at a constant level throughout the admimsrration 
period. 
Saccharomyces boulardii is no? present in the stools 2-5 days after discontinuation of treatment 
PHARMACEUTlCALlNFORMATlON 
STORAGE 
Store in a cool place, protected from light&moisture. 
PRESENTATION 
Strip of lOcapsules. 

ror further information, please write to: 
Corporate Medical Services 
Dr. REDDY’S LABORATORIES LTD., 
7-l-27, kneerpet, Hyderabad - 500 016, kndhra Pradesh. 
Phone: j-91-40-23736341. 
Fax, ! 91-40-55511536. 
-UTradcvjark unjer rcg’straiion 
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Each capsule contains: 
Lyophilized Saccharomyces boulardii 282.5 mq 
(Corresponding to 256mg of yeast) WARNING: To be sold by retail on the 
Approved coiours used in capsule shell. prescription of a Registered Medical 

DOSAGE: 1 or 2 capsules, given once or 
twice daily or as directed by the Physician. 
Store in a cool place, protected 

‘ fiom light & moisture. 
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Econorm’” 
10 x IO's 

Manufactured in India by: 
Dr. REDDY’S LABORATORIES LTD., 
at: 288, SIDCO Estate, Ambattur, 
Chennai - 600 098. 
M.L.: 1346A 
Registered office: 
Dr. REDDY’S LABORATORIES LTD., 
7-l -27, Ameerpet, Hyderabad - 500 016. 

Under Licence from: 
Laboratories BIOCODEX 
19, rue Barbes, 
92 126 MONTROUGE CEDEX, 
PARIS, FRANCE. 

rM Trademark under registration 

P N(1 Cl4004 
MI-0 FEf 2004 
EXPJAN 2W6 
R FNCT TO EXCEED 
&‘,‘e,,‘,o PER 10 CAPS. 
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For the use of a Registered Medical Practitioner or a Hospital or a Laboratory only. 

Econorm’” 
(Saccharomyces Boulardii Capsules) 

COMPOSITION 
Each capsule contains: 
Lyophillized Saccharomyces 
boulardii 282.5 mg 
(Corresponding to 250 mg ofyeast) 

Approved colours used in capsule shell. 

CLINICAL INFORMATION 
indications 
*:c Treatment of acute infectious diarrhoea of adults and chiidren 
o Prevention and treatment of antibiotic-associated colitisand diarrhoea 
0% Addition tovancomycin lmetronidazole treatment to prevent recurrence of Clostridium difficile diseases 

Dosage andAdministration 
1 or 2 capsules, grven once ortvvice daily. 
Capsules are to be either swallowed with a mouthful of water, or opened to pour the contents into a little sweetened 
beverage, on foods, or in a baby’s feeding-bottle. 
In young children under 6 years of age, it is recommended not to swallow capsules (risk of false passage) but to open 
them and tipthe contents into a beverage or food. 

Contraindications 
+ Known hypersensitivity to any of the ingredients of the formulation. 
0% Patients with central venous catheter. 
Q Pregnancy and lactation. 

Warnings and precau tions 
This formulation contains living cells therefore it should not be mixed with very hot (over SOOC), iced or alcoholic drinks 
or food. 
The treatment with Saccharomyces boulardii does not replace rehydration .The patient should be appropriately 
rehydrated depending on the severity of diarrhoea, age and the state of health of the patient. 

Interactions 
Because of the fungal nature of this formulation it should not be administered with systemic or oral antifungal drugs. 

1 Econorm” 



Use in Pregnancy and Lacta tion 
The safety and efficacy has not been established in pregnant and lactating women. 
Effect on driving orj-landling Machinery 
None. 
Adverse Reactions 
Very rare cases of fungemia with fever and positive Saccharomyces hemoculture, have been reported in hospitalised 
patients with central venous catheter, in immunocompromised patients, in patients with gastrointestinal disease or in 
patients treated with high dosage. 
PHARMACOLOGICAL iNFQRMATlON 
PharmacologicaIActions 
During transit under its viable form in the digestive tract, Saccharqmyces boulardii exerts biological actions which are 
similar to the protective properties of the normal intestinal flora. 
The principle modes of action of Saccharomyces boulardii in the prevention and treatment of diarrhoeal syndromes 
are: 
+ Inhibition of pathogenic effects of certain micro- organisms and /or their toxins especially Clostridium difficile, 

principal causative organism of antibiotic-associated diarrhoea , and Vibrio cholerae , typical of the toxin 
producing bacteria responsible for secretory diarrhoea. 

+ Trophic and immunostimulant effects on the intestinal tract inv&ing notably a significant increase in the total and 
specific activity of the intestinal disaccharidases (sucrase maltase and lactase), and a marked increase in secretory 
IgAconcentrations in the intestinal fluid. 

Pharmacokineticprofile 
After repeated oral doses, Saccharomyces boulardii transits in the digestive tract without colonizing it, rapidly 
attaining significant intestinal concentrations which are maintained at a constant level throughout the administration 
period. 
Saccharomyces boulardii is not present in the stools 2-5 days after discontinuation of treatment. 
PHARMACEUTICAL INFORMATION 
STORAGE 
Store in a cool place, protected from light&moisture. 
PRESENTATION 
Strip of 10 capsules. 

For further information, please write to: 
Corporate Medical Services 
Dr. REDDY’S LABORATORIES LTD., 
7-l-27, Ameerpet, Hyderabad - 500 016, Andhra Pradesh. 
Phone: +91-40-23736341. 
Fax: +91-40-55511536. 
T”Trademark under registration 
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Saccharomyces-based medicine for intestinal disorders 
Bioflor@ 250 capsules 
(Lyophilized Saccharomyces boulardii) 

120 Cap 
Saccharomyces-based medicine for intestinal disorders 
Bioflo? 250 Cap. 
(Lyophilized Saccharomyces boulardii) 

{Logo as in the original} 
Under licence for Korea from 
Laboratoires BIOCODEX 
FRANCE 

{Logo as in the original} 
Manufactured & Distributed by 
KUHNIL PHARM. Co., Ltd. 
Ch’eonan, Korea 

[General Medical Product] 

{Circled numbers with vertical bars as in the original} 

Name and content of Active Substance in 1 capsule 
Lyophilized Saccharomyces cerevisiae HansenCBS 5926 
(Saccharomyces boulardii) (Synonym) _ . . . . . . . . . . . . . 282.5 mg (5 x lo9 as live microbes) 
Form Hard capsules, white on top and bottom, containing a faintly yellow powder. 
Efficacy & Effects 
1. Can be used for the following conditions 
Alleviation of various symptoms due to abnormal intestinal flora (e.g. due to administration of antibiotics 
and chemical therapeutic agents): 
Regularising the intestines, constipation, watery stools, feelings of abdominal distension, abnormal 
fermentation in the intestines 
Posology and Method of Administration 
l Adults and children over 12 years old: Give 1 or 2 capsules orally, twice a day 
l 3 to 12 years old: Give 1 capsule orally, three times a day 
l Up to 3 years old: Give 1 capsule orally, twice a day 

- Always keep out of’the reach of children. 
- If you are unsure of the correct method of use or have any questions, please ensure that you consult a 

doctor or pharmacist before using. 
- Please phone 080-581-5800 if you have any questions regarding the quality of this product, and phone 

(02)714-0091 if you have any other questions regarding the product. 

________________ 
{Bar code as in the original} 
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120 Capsules 

{Sticker: Kuhnil Cheyak (Co., Ltd.)} 

Saccharomyces-based medicine for intestinal disorders 
Bioflor@ 250 capsules 
(Lyophilized Saccharomyces boulardii) 

{Logo as in the original} 
Technical support and raw-material supply from 
Laboratoires BIOCODEX 
FRANCE 

{Logo as in the original} 
Manufactured & Distributed by 
KUHNIL CHEYAK (Co., Ltd.) 
Gunseo-ri 297-5, Chiksan-eub, Ch’eonan, Ch’ungnam 

W Precautions for use 
1. Administer with caution to the following patients. 

Patients undergoing treatment from a doctor. 
2. General precautions 

1) Keep to the prescribed administration method and dose. 
2) When administering to children, do so under the guidance and supervision of a guardian. 
3) If the symptoms do not improve after administering for about 1 month, stop administration and consult a 

pharmacist or doctor. 
3. Administration in children 

When administering to babies under 3 months old, please consult a pharmacist or doctor. 
4. Precautions for storage 

1) Keep out of reach of children. 
2) Store away from direct sunlight, hermetically sealed in a cool place with little humidity as far as 

possible. 
3) In order to avoid misuse and to maintain product quality, please do not transfer to a different container. 

W Storage method: Keep in an airtight container at room temperature (1 to 30°C) 

Customer enquiries telephone number: (02)7 14-009 1 

Production number: 
262 

8.10.06 

Expiry date: 
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Bioflo? 250 [Capsules] [Powder] I General medicine 

(Lyophilized Saccharomyces cerevisiae Hansen CBS 5926) 
Saccharomyces-based medicine for intestinal disorders 

Classification No. 237 
-. BIOFLOR 250 

Bioflor is a product which was developed by the French company BIOCODEX and which is used around the world 
for various intestinal disorders; the principal component of this preparation being Saccharomyces cerevisiae Hansen 
CBS 5926 (Saccharomyces boulardii). In the digestive system of the healthy human body, a large number of 
microorganisms are in an equilibrium exhibiting their own specific actions - such as immunological (protective) and 
metabolic actions - but, if the balance of intestinal flora is disrupted due to factors such as food poisoning, treatment 
with antibiotics or with drugs or due to surgery, then various signs and symptoms can appear such as diarrhoea, a 
feeling of abdominal distension and colic. 
Bioflor is highly effective against various intestinal disorders and in restoring imbalanced intestmal flora back to 
normal, which it does by suppressing the growth of pathogenic intestinal organisms, reducing toxins from pathogenic 
organisms and by secreting enzymes which break down carbohydrates and immunological substances. 

Name and content of Active Substance in 1 capsule or 1 sachet 
Lyophilized Saccharomyces cerevisiae Hansen CBS 5926 (Synonym) . . . . . . . . . . . . . . 282.5 mg 
(5 x IO9 as live microbes) 

Forms 
- Capsules: Hard capsules, which are white on top and bottom, containing a faintly yellow powder. 
- Powder: White or faintly yellow powder 

Action and Characteristics 
1. Bioflor contains 5 bilhon live Saccharomyces cerevisiae Hansen CBS 5926. 

In order to preserve the live S. boulardii in Bioflor for a long time, the S. boulardii is lyophilized (freeze dried) 
and, since Saccharomyces can survive regardless of whether oxygen is present or not, it can be reactivated and 
exhibit its action in the intestines where there is no oxygen. 

2. Unlike Lactobacillus-based preparations, Bioflor is stable against gastric juices and intestinal juices and it reaches 
the colon in a stable and live state. 

3. Bioflor suppresses the growth of various pathogenic microorganisms within the digestive organs and it eliminates 
substances which cause disease, for example by neutralising toxins secreted by bacteria. 

4. Bioflor promotes the secretion of substances which act on the immune system (e.g. secretory IgA) and so boosts 
the protective action of the immune system. 

5. Bioflor is a Saccharomyces boulardii preparation which contains a wealth of amino acids, B group vitamins, and 
various enzymes (particularly sucrase), and it supplies nutrients to the intestinal flora and promotes the break 
down and absorption of nutrient elements which are not absorbed’. 

6. Bioflor is resistant to antibiotics and thus it remains live and still exhibits its characteristic functions even when it 
is administered in conjunction with antibiotics for conditions where antibiotics are needed. 

7. Bioflor has no side effects, is safe and tastes good. It is good for infants and children as well as adults. 

Efficacy & Effects 
1. Can be used for the following conditions. 

Alleviation of various symptoms due to abnormal intestinal flora (e.g. due to administration of antibiotics and 
chemical therapeutic agents): regularising the intestines, constipation, watery stools, feelings of abdominal 
distension. abnormal fermentation in the intestines 

’ Translator’s note The English reflects the Korean in the phrase “11 promotes the break down and absorplron of nulnent elements 
which are not absorbed” Possibly a shghtly different phrase may have been intended, such as “it promotes the absorption of 

I, ,I I 1. I ,I, 
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Posology and Method of Administration 
l Adults and children over 12 years old: Give 1 or 2 capsules/sachets orally, twice a day 
l 3 to 12 years old: Give 1 capsule/sachet orally, three times a day 
l Up to 3 years old: Give 1 capsule/sachet orally, twice a day BOCP 301-05 (Front) 
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l Adults and children l Infants 

Take simply with a 
small amount of water. 

Can also be taken diluted 
in water and soft drinks. 

=$:6 - : 
0 Q 

I 

Can also be taken 
mixed with milk or 
baby food. 

Do not mix with liquids 
above 50°C or with 
drinks containing 
alcohol 

Precautions in Use 
1. Administer with caution to the following patients. 

Patients undergoing treatment from a doctor 
2. General precautions 

1) Keep to the prescribed administration method and dose. 
2) When administering to children, do so under the guidance and supervision of a guardian. 
3) If the symptoms do not improve after administering for about 1 month, stop administration and consult a 

pharmacist or doctor. 
3. Administration in children 

When administering to babies under 3 months old, please consult a pharmacist or doctor. 
4. Precautions in storage 

1) Keep out of reach of children. 
2) Store away from direct sunlight, hermetically sealed in a cool place with as little humidity as possible. 
3) In order to avoid misuse and to maintain product quality, please do not transfer to a different container. 

Storage method 
Keep in an airtight container at room temperature (1 to 30°C) 

Packaging Units 
- Capsules: 120 and 500 capsules 
- Powder: 60 sachets x 2,500 sachets’ 

Always keep out of reach of children. 
If you are unsure of the correct method of use or have any questions, please ensure that you consult a doctor or j 
pharmacist before using. I I 
Please phone 080-581-5800 if you have any questions regarding the quality of this product, and phone i 
(02)714-0091 if you have any other questions regarding the product. I I 
If, at the time of purchase, the use-by date (expiry date) has elapsed, or if the product has been denatured, [ 
(unclear}3 or soiled or if it has been damaged, do not use (take) the medicine but exchange it at the place from : I 
which it was purchased. 1 1 
In accordance with the Products Responsibility Law, this company operates a dedicated customer consultations i 
line (Tel. 080-7 19-2000). I 
______-_---___--_---____________________~~~~~~~~~~---~-~~~~~~~~~~~~~~~~~~~~~~~~~~~! 

* Translator’s note: It seems likely that the powder form of Bloflor is avallable in two different packages, namely: either two sheets of 60 
sachets, or 500 sachets (in a box’?). However, at first sight (and In spite of a small space after the comma) the Korean could be thought to 
read 60 sachets x 2,500 sachets. Possibly, therefore, the Korean 6Op’o x 2, SOOp’o might be better reading 6Op’o x 2 E, 5OOp’o (i.e. 
“60 sachets x 2 sheets and 500 sachets”). Before any such change is made, however, the intended meaning would have to be clarified, -) 1 . . 1. c-.3. _ 17 ̂_._.. _ -. . , 1 -..,A I.^.... 6,. I-^ -....c --^^ A ..L ” _^h ,.._ “..a^lr”r 
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Manufactured & Distributed by Revised: 27.11.2003 
(Logo as in the original} KUHNIL CHEYAK (Co., Ltd.) BOCP 301-05 (Rear) 

Gunseo-ri 297-5, Chiksan-eub, 
Ch’eonan, Ch’ungnam 

3 The Korean here - Byeonp’ae - has a first element (Byeon-) normally suggestive of “change”. it IS not clear, however, what the second 
element “+‘a& might denote. 
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Saccharomyces-based medicine for intestinal disorders 
Bioflor@ 250 capsules 
(Lyophilized Saccharomyces boulardii) 

BOC 512 
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Saccharomyces-based medicine for intestinal disorders 
Bioflor@ 250 Cap. 

W Name and content of Active Substance : in 1 capsule 

Lyophilized Saccharomyces cerevisiae HansenCBS 5926 
(Saccharomyces boulardii) (Synonym) . . . . . . . . . . . . . . 282.5 mg 
(5 x lo9 as live microbes) 
1 Precautions - Side effects 
l For further details, see the accompanying leaflet 

(Logo as in the original) 
Technical support and raw-material supply from 
Laboratoires BIOCODEX 

(Logo as in the original} 
Manufactured & Distributed by 
KUHNIL CHEYAK (Co., Ltd.) 
Gunseo-r-i 297-5, Chiksan-eub, Ch’eonan, Ch’ungnam 

[General] 
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Saccharomyces-based medicine for intestinal disorders 
Bioflor-S capsules 
(Saccharomyces boulardii) 

120 Cap. 
Saccharomyces-based medicine for intestinal disorders 
Bioflor-S Cap. 
(Saccharomyces boulardii) 

{Logo as in the original} 
Under licence for Korea from 
Laboratoires BIOCODEX 
FRANCE 

{Logo as in the original} 
Manufactured & Distributed by 
KUHNIL PHARM. CO., LID. 
Chonan, Korea 

{Circled numbers with vertical bars as in the original} 

[General Medical Product] 

W Name and content of Active Substance : in 1 capsule 
Saccharomyces cerevisiae Hansen CBS 5926 (Saccharomyces boulardii) 
(Food and Drugs Bureau Declaration) . . . . . . . . . . . . . . 113 mg 

W Form: Capsules, which are white on top and bottom, containing a faintly yellow powder. 

n Posology and Method of Administration 1 
t See accompanying documentation 

W Efficacy & Effects I 
W Precautions - Side effects 

{Bar code as in the original} 
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Bioflor-S [Capsules] General medicine 7 

(Saccharomyces cerevisiae HansenCBS 5926) Classification No. 237 1 
BIOFLOR-S Capsule 

Bioflor is a product which was developed by the French company BIOCODEX and which 
is used around the world for various intestinal disorders; the principal component of this 
preparation being Saccharomyces cerevisiae Hansen CBS 5926 (Saccharomyces 
boulardii). In the digestive system of the healthy human body, a large number of 
microorganisms are in an equilibrium exhibiting their own specific actions - such as 
immunological (protective) and metabolic actions - but, if the balance of intestinal flora is 
disrupted due to factors such as food poisoning, treatment with antibiotics or with drugs 
or due to surgery, then various signs and symptoms can appear such as diarrhoea, a 
feeling of abdominal distension and colic. Bioflor is highly effective against various 
intestinal disorders and in restoring imbalanced intestinal flora back to normal, which it 
does by suppressing the growth of pathogenic intestinal organisms, reducing toxins from 
pathogenic organisms and by secreting enzymes which break down carbohydrates and 
immunological substances. 

0 Name and content of Active Substance 
in 1 capsule 
Saccharomyces cerevisiae Hansen CBS 5926 (Saccharomyces boulardii) (Food and 
Drugs Bureau Declaration) . . . . . . . . . . . . . . 113 mg 

0 Form: Capsules, white on top and bottom, containing a faintly yellow powder 

0 Action and Characteristics 
1) Bioflor contains live Saccharomyces cerevisiae Hansen CBS 5926 (Saccharomyces 
boulardii). 

In order to preserve the live S. boulardii in Bioflor for a long time, the S. boulardii is 
Lyophilized (freeze dried) and, since Saccharomyces can survive regardless of whether 
oxygen is present or not, it can be reactivated and exhibit its action in the intestines 
where there is no oxygen. 

2) Unlike Lactobacillus-based preparations, Bioflor is stable against gastric juices and 
intestinal juices and it reaches the colon in a stable and live state. 

3) Bioflor suppresses the growth of various pathogenic microorganisms within the 
digestive organs and it eliminates substances which cause disease, for example by 
neutralising toxins secreted by bacteria. 

4) Bioflor promotes the secretion of substances which act on the immune system (e.g. 
secretory IgA) and so boosts the protective action of the immune system. 

5) Bioflor is a Saccharomyces boulardii preparation which contains a wealth of amino 
acids, B group vitamins, and various enzymes (particularly sucrase), and it supplies 
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nutrients to the intestinal flora and promotes the break down and absorption of nutrient 
elements which are not absorbed4. 

6) Bioflor is resistant to antibiotics and thus it remains live and still exhibits its 
characteristic functions even when it is administered in conjunction-with antibiotics for 
conditions where antibiotics are needed. 

7) Bioflor has no side effects, is safe and tastes good. It is particularly good for infants 
and children as well as adults. 

0 Efficacy & Effects 
1. Can be used for the following conditions. 

Alleviation of various symptoms due to abnormal intestinal flora (e.g. due to 
administration of antibiotics and chemical therapeutic agents): regularising the 
intestines, constipation, watery stools, feelings of abdominal distension, abnormal 
fermentation in the intestines 

0 Posology and Method of Administration 
Adults and children/infants: To be taken orally 3 times a day, on an empty stomach or 
15 minutes before meals, at a dose of 113 mg at a time as Lyophilized Saccharomyces 
cerevisiae Hansen CBS 5926 (2.26 x lo9 as live microbes). If symptoms are severe, 
the dose can be increased to 226 mg at a time. Increase or decrease the dose as 
appropriate in accordance with the patient’s age and symptoms. 

0 Adults and 
children 

0 Infants 

1 
Take simply with a 
small amount of 
water. 

Can also be taken Can also be taken 
diluted in water and mixed with milk or 
soft drinks. baby food. 

Do not mix with 
liquids above 50°C 
or with drinks 
containing alcohol. 

0 Precautions in Use 
1. Administer with caution to the following patients. 

Patients undergoing treatment from a doctor 
’ 2. General precautions 

1) Keep to the prescribed administration method and dose. 
2) When administering to children, do so under the guidance and supervision of a 

guardian. 

4 Translator’s note: The English reflects the Korean m the phrase “lf promotes fhe break down and absorption of 
nutrient elements whrch are not absorbed”. Possibly a slightly different phrase may have been intended, such as “if 
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3) If the symptoms do not improve after administering for about 1 month, stop 
administration and consult a pharmacist or doctor. 

3. Administration in children 
When administering to babies under 3 months old, please consult a pharmacist or 
doctor. 

4. Precautions in storage 
1) Keep out of reach of children. 
2) Store away from direct sunlight, hermetically sealed in a cool place with as little 

humidity as possible. 
3) In order to avoid misuse and to maintain product quality, please do not transfer to a 

different container. 

l Storage method This medicine is one which requires strict quality 

Keep in an airtight container at room temperature (1 control. If, at the time of purchase, the product has been denatured iunc,earj5 
or soiled, we will be 

to 30°C) pleased to exchkge it through the pharmacy or other 
such place from which you purchased it 

l Packaging Units 
120 and 600 capsules 

For hrther details, please contact the following. 
Developments Dept. (02) 714-0091. Quality Control Dept. (041) 583-7701 

Date of compilation: 14.06.1999 
Date of revision: 28.08.2001 

Technical support and raw-material supply from 
Laboratoires BIOCODEX 
FRANCE 

{Logo as in the original} 
Manufactured & Distributed by 
KUHNIL CHEYAIS (Co., Ltd.) 
Gunseo-ri 297-5, Chiksan-eub, Ch’eonan, 
Ch’ungnam 

BOCP 301-01 

promotes the absorptron of nutrient elements which would not otherwise be absorbed”. 
5 The Korean here - Byeonp’ae - has a first element (Byeon-) normally suggestive of “change”. It is not clear, however, 
what the second element “-p’ae” might denote. 
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Saccharomyces-based medicine for intestinal disorders 
Bioflor-S capsules 

120 Capsules 

(Saccharomyces boulardii) 

{Logo as in the original} 
Technical support and raw-material supply from 
Laboratoires BIOCODEX 
FRANCE 

{Logo as in the original} 
Manufactured & Distributed by 
KUHNIL CHEYAK (Co., Ltd.) 
Gunseo-ri 297-5, Chiksan-eub, Ch’eonan, Ch’ungnam 

{Symbol the original} 
This box can be reused. 

n Storage method: Keep in an airtight container at room temperature (1 to 30°C) 
n For further details, see the accompanying documentation. 
n Home page: www.kuhnil.com 

Production number: 

Expiry date: 

069 
9.1.06 
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New dimension in Saccharomyces-based medicines for intestinal disorders [General] 

Bioflor-S Cap. 

n Name and content of Active Substance : in 1 capsule 
Saccharomyces cerevisiae HansenCBS 5926 (Food and Drugs Bureau Declaration) . . . . . . . . . 
113 mg 
l For further details, see the accompanying leaflet 

{Logo as in the original} 
Technical support and raw-material supply from 
Laboratoires BIOCODEX 
FRANCE 

{Logo as in the original} 
Manufactured & Distributed by 
KUHNIL CHEYAK (Co., Ltd.) 
Gunseo-ri 297-5, Chiksan-eub, Ch’eonan, Ch’ungnam 
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Saccharomyces-based medicine for intestinal disorders 
Bioflor-S Capsules 
(Lyophilized Saccharomyces boulardii) 


